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Center for Food Safety and
Applied Nutrition

Food and Drug Administration
200 C Street, SW

‘Washi ngton, DC 20204

Office of Special Nutritional (HFS-450) R,’EG’E‘I\VQE

Re Notification of Statenents of Nutritional SupPgrt

Dear Sir:

Encl osed is the original and two copies of
notification of Statements of Nutritional

an executed
under Section 101.93 of

Support as required
21 Code of Federal Regul ations.

If necessary, please

address future correspondence to our
firm
Sincerely vyours,
DILLING AND DILLING
Karenw A. "Weaver
KAW:kts

Encl osure
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Ofice of Special
Center for

Nutritional
ood Safety and

Applied Nutrition _
Food and Drug Admi nistration

200 C Street,

SW

Washi ngt on, DC 20204

( HFS- 450)

March 25, 1998
g:@&ﬁﬁ%&a
\(3/27/8)
Nutritional Suppo rt

Re: St atenents of

Dear Sir:

Support
Di stri butor

St at enent

Consider the following as notification of Statements of Nutritional

as required under
Nane & Address:

Text

1)

“Pronotes reduction of
candi di asis (yeast overgrow h)
by enhanci ng the inmune
function.” “Helps to optim ze
intestinal flora bal ance.
Di sruption of normal flora
bal ance may | ead to synptons
of diarrhea and constipation.”

“Laboratory tests have shown
that Megadophilus pronotes
conpetitive exclusion of

harnful bacteria in the
intestinal tract.” “Assists
the body to nore efficiently

nmet abol 1 ze and elininate
chol esterol. *

“Hel ps to optimze intestinal
flora balance. Disruption of
normal flora bal ance may |ead
to synptons of diarrhea and
constipation. *

“Hel ps pronote the body’s
natural elimnation o

di gestive tract pathogens.”
“Hel ps optimze digestive
tract peristalsis and in

some individuals may elimnate
the need for |axatives.”

“Optimzes conpetitive
exclusion to help mnimze
the growth of harnful
bacteria.”  “Hel ps support
and |pr(_)m)te imunity in the
smal | intestine.”

See docl(g{» ?7_9-0163) re .

Section 101.93 of 21 Code of

Feder al

Natren, I nc.
3105 WIlow Lane
West | ake Vill age,

Name of Subj ect

Dietarv Ingredient (s)

Lactobacillus acidophilus,
Bi fi dobacterium bifidum
and Lactobacillus bulgaricus

Vi abl e cul ture cont ai ni ng
non-fat mlk, Wy and
Lactobacillus bifidum
super strain DDsS-1

Vi abl e cul ture containing
non-fat mlk, whey and

Bi fi dobacterium bifidum
super strain Malyoth

Vi abl e cul ture cont ai ni ng
non-fat mlk, whey and
Lactobacillus bulgaricus,
super strain LB-51

L. acidophilus,

super
strain pps-1

#5 1,3,3,4, 5 and 7

Regul ati ons.

California 91361

Brand Nane
Healthy Trinity

Megadophilus

Bi fi do Factor

Di gests-Lac

Mega Vegi-dophilus

58019
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Food and Drug Admi nistration March 25 1998
Nane of Subject
Statenent Text Dietary Ingredient (s) Brand Nane
6) vnelps optinize the body's Vviable cul ture containing Life Start
natural imunity function.” non-fat mlk, whey and
“Hel ps_enhance the body’s Bi f obacterium infantis,
formation of antibodies.” super strain NLS
7) “Hel ps maxinize the digestive Viabl e culture containing Di gests-Lac Wafers
function, thereby promoting non-fat mlk, whey and
optimal intestinal health.” Lactobacillus bulgaricus,
“Hel ps pronmote the body’s super strain LB-51

natural elimnation of

di gestive tract pathogens.”
“Pronotes overall intestinal
heal th.”

The information contained in this notice is conplete and accurate. The
above distributor has substantiation that the staterrer}t.{are truthful and not

m sl eadi ng.
-- MM//J/M —
a1/

‘Aat asha Trenev
Presi dent
Natren, Inc.



